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10 CFR Ch. I (1–1–13 Edition) § 35.60 

Subpart C—General Technical 
Requirements 

§ 35.60 Possession, use, and calibration 
of instruments used to measure the 
activity of unsealed byproduct ma-
terial. 

(a) For direct measurements per-
formed in accordance with § 35.63, a li-
censee shall possess and use instrumen-
tation to measure the activity of un-
sealed byproduct material before it is 
administered to each patient or human 
research subject. 

(b) A licensee shall calibrate the in-
strumentation required in paragraph 
(a) of this section in accordance with 
nationally recognized standards or the 
manufacturer’s instructions. 

(c) A licensee shall retain a record of 
each instrument calibration required 
by this section in accordance with 
§ 35.2060. 

§ 35.61 Calibration of survey instru-
ments. 

(a) A licensee shall calibrate the sur-
vey instruments used to show compli-
ance with this part and 10 CFR Part 20 
before first use, annually, and fol-
lowing a repair that affects the calibra-
tion. A licensee shall— 

(1) Calibrate all scales with readings 
up to 10 mSv (1000 mrem) per hour with 
a radiation source; 

(2) Calibrate two separated readings 
on each scale or decade that will be 
used to show compliance; and 

(3) Conspicuously note on the instru-
ment the date of calibration. 

(b) A licensee may not use survey in-
struments if the difference between the 
indicated exposure rate and the cal-
culated exposure rate is more than 20 
percent. 

(c) A licensee shall retain a record of 
each survey instrument calibration in 
accordance with § 35.2061. 

§ 35.63 Determination of dosages of un-
sealed byproduct material for med-
ical use. 

(a) A licensee shall determine and 
record the activity of each dosage be-
fore medical use. 

(b) For a unit dosage, this determina-
tion must be made by— 

(1) Direct measurement of radioac-
tivity; or 

(2) A decay correction, based on the 
activity or activity concentration de-
termined by— 

(i) A manufacturer or preparer li-
censed under § 32.72 of this chapter or 
equivalent Agreement State require-
ments; or 

(ii) An NRC or Agreement State li-
censee for use in research in accord-
ance with a Radioactive Drug Research 
Committee-approved protocol or an In-
vestigational New Drug (IND) protocol 
accepted by FDA; or 

(iii) A PET radioactive drug producer 
licensed under § 30.32(j) of this chapter 
or equivalent Agreement State require-
ments. 

(c) For other than unit dosages, this 
determination must be made by— 

(1) Direct measurement of radioac-
tivity; 

(2) Combination of measurement of 
radioactivity and mathematical cal-
culations; or 

(3) Combination of volumetric meas-
urements and mathematical calcula-
tions, based on the measurement made 
by: 

(i) A manufacturer or preparer li-
censed under § 32.72 of this chapter or 
equivalent Agreement State require-
ments; or 

(ii) A PET radioactive drug producer 
licensed under § 30.32(j) of this chapter 
or equivalent Agreement State require-
ments. 

(d) Unless otherwise directed by the 
authorized user, a licensee may not use 
a dosage if the dosage does not fall 
within the prescribed dosage range or if 
the dosage differs from the prescribed 
dosage by more than 20 percent. 

(e) A licensee shall retain a record of 
the dosage determination required by 
this section in accordance with 
§ 35.2063. 

[67 FR 20370, Apr. 24, 2002, as amended at 72 
FR 55931, Oct. 1, 2007] 

§ 35.65 Authorization for calibration, 
transmission, and reference 
sources. 

Any person authorized by § 35.11 for 
medical use of byproduct material may 
receive, possess, and use any of the fol-
lowing byproduct material for check, 
calibration, transmission, and ref-
erence use. 
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